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1 )KI Responsive to communication(s) filed on 28April2008, 1 1 January 2008 . 
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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1) ^| Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 



PTOL-T26 d (Rev e 08-06r 



Office Action Summary 



Part of Paper No./Mail Date 080501 



Application/Control Number: 10/617,038 Page 2 

Art Unit: 1645 

DETAILED ACTION 

1. THE FINALITY OF THE LAST OFFICE ACTION IS HEREBY VACATED. 

2. Applicants' Response to Office Action, received 11 January 2008, is acknowledged. 
Claims 6 24 have been amended. Claim 23 has been canceled. 

3. Applicants' Notice of Appeal, received 28 April 2008, is acknowledged. 

4. Claims 6-10, 12, 13, 16, 17, and 24-27 are pending and under consideration. 

Rejections Withdraw/ Moot 

5. The rejection of claims 6-8, 24, and 25 under 35 U.S.C. 112, second paragraph, 
indefiniteness, is withdrawn in light of the claim amendments. 

6. The rejection of claim 23 under 35 U.S.C. 112, second paragraph, indefiniteness, is moot 
in light of the cancelation of the claim. 

Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

8. Claims 1, 12, and 13 is rejected under 35 U.S.C. 102(b) as being anticipated by Horwitz 
(U.S. Pat. No. 5,108,745). 

One embodiment of claim 1 is a therapeutic vaccine against tuberculosis comprising >1 
polypeptide or fragments thereof and a pharmaceutically acceptable adjuvant, which 
polypeptides are upregulated or expressed during the latent state of the mycobacteria infection. 

Claim 12 is vaccine comprising antigen components with therapeutic activity against 
tuberculosis comprising >1 polypeptide or fragment thereof, which polypeptides are 
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upregulated or expressed during the latent stage of the mycobacteria infection, combined with 
antigen components with prophylactic activity. 

Claim 13 is the vaccine of claim 12 wherein the antigen component with prophylactic 
activity is CFP10. 

Horwitz teaches a therapeutic vaccine against M. tuberculosis comprising >1 
extracellular product of M. tuberculosis and a pharmaceutical^ acceptable adjuvant (claims 13- 
17; col. 4, lines 23-26). In the absence of evidence to the contrary, the extracellular products 
of M. tuberculosis contain the required >1 polypeptide or fragments thereof (such as CFP10) 
which are upregulated or expressed during the latent state of the mycobacteria infection. 
Claim Rejections - 35 USC § 112 

9. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

10. Claims 6-10, 12, 13, 16, 17, and 24-26 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was 
filed, had possession of the claimed invention. 

The claims are drawn to a therapeutic vaccine comprising: 1) either a fragment of a 
polypeptide which is upregulated or expressed during the latent stage of a tuberculosis 
infection, or, 2) an amino acid sequence which has >70% identity to SEQ ID NOs:l-45 or a 
fragment of SEQ ID NOs:l-45. 
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The specification provides vaccine examples of only whole BCG, ESAT6, Rv2031c, and 
Rv0569, and two fragments of Rv2031c. The specification does not teach any vaccines 
comprising >70% identity to SEQ ID NOs:l-45 or a fragment of SEQ ID NOs:l-45 except for to 
peptide epitopes, i.e., peptide 2 and 9 which are subsequences of SEQ ID NO:24. 

Therefore the claims contains subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that the 
inventors, at the time the application was filed, had possession of the claimed invention, i.e., 
vaccines comprising fragments of SEQ ID NOs:l-23, 25-45, or vaccines comprising sequences 
>70% identity to SEQ ID NOs:l-45. 

Conclusion 

11. No claims are allowed. 

12. Any inquiry concerning this communication or earlier communications from the Examiner 
should be directed to Rodney P. Swartz, Ph.D., Art Unit 1645, whose telephone number is (571) 
272-0865. The examiner can normally be reached on Monday through Wednesday from 9:00 
AM to 7:30 PM EST. Thursday is the examiner's work at home day. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
Supervisor, Shannon Foley, can be reached on (571)272-0898. 

The fax phone number for the organization where this application or proceeding is 
assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
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system, see http : // pa i r-d i rect . uspto . gov . Should you have guestions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



/Rodney P. Swartz, Ph.D./ 
Primary Examiner, Art Unit 1645 
May 1, 2008 



